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( fawnr) 

*rf>rg^4T 

4^ft?=Ft, 24 9574^, 1995 

95 (w).—«rVrfk jot 

HHUO f444, 194 5 W !^T TTWfEFT % fair 

fwrt 44 PrRftrftRT SWT, f^Rt %4fR 
tr+h, stVrfu sfk wrffff ?TTTnfY strRy (h-m-h , 
1940 (1940 'FT 23) SRT 12 *ftT ETRT 33 
IRT SW «Pkl4Ti <FT S4t4 SRS* JTT, wHfk 

H+tftflf) TRnTpFR Sti % TTTTT^ 4R^ % 4«4I^, 
*T4T4T 'TOJcft TO URIWT 4ft *tfwi4HK TJ^ 
?T*fr 'A '4H4>I'0 % ftp* f^N*h 34^ 

jmrf^TT #r 441441 % wrfro fen sitttt | 
icftT IT? TJ44T ^TTlft I for 444 SWT fawf 47;, 
4, 44 T1W fV+lJ-T 444 

siftrgw ipFifro 4icft sftrar 444T qfr 

OT^RST 'F7T St RTcft fe4 'ft 44% 

44Tf c 4 % WT^ f44R fW I 


444 SWT Jrmf ! tft STW ^4 SFFR PtfolW 
SRfo ^ 44Tft4 4 fRRfr ®rfw 4 jn^f 

ir§ STOTTSt ITT 4THT4T 44, 4> 4f44, HHW 

^ nfiRK ■F^niur 44144, fasts wr, 4$ fa??ft 

^ 447, %4ffa 4RTR fasR ^ I 

SWT %44 

1- ( l) *4 fa44T 44 4fSP4 4T4 tffafff Stl 
44144 4T44t (44ta4) fa44, 199 5 |l 

(2) ^ TF4W *t SS444 'Ft 4Tft*T fa S4 tT 

5t*r I 

2 . TlWs S4T44 4T4fa faiPT, 1945 (ffaf 
^4# ^4% THI^ 444 fa44 STjJT 44T |) % fa44 
68 'F % 49P)44 (3) Sf, "41^44 % TTT4" % 
f«TR 9R "lETfiRT fer 4TT 41^44 ^ 

W^4tT 41 4^tSR & 5TT% 4T^ft (cftR srfNf 4) 
^ fflV' KW 7# 5TRit I 
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3 . tot Ihott % fnm 122 -H if, (*) yHPiJiR 

( 1) if, R T ^ TT % IT Ef^fa fOTT 

V7H TOT OTl^ll, :—— 

"FTSTTWr—fTOTT % Jra'DR % fOT[, "tot 
i'«p” ir OTrfrr otot tftthY ir ¥iy>f hrh 
tot ht *iiriq tot ot tot T?rnxt % 

OTf^T, OTOTTH OT TH , WWW, fOTTH % fOT* 
%TT OT OTIAHMl* 1JOTF OT OTOT WfaOT $ ” 
(w) TTfTOTT (5) if, "H^OTT % OTH” OTSSt % 
THFT TC "OTOT> TH % ^ OTt int- 

OTT sftT OTJOTT OT OTftfOT HT* OTSft 

(rffr srirnff if) OTprfOT % oth” hot t# 

^ 13*1 i 

4. TOT ffOTT *Y OT£$<t V % IT¥7 27^1 

OT 1 .HOTf 

% OTH <rr ".% tifotr . 

."HOT W Hliftl 


[H.HOT-lI014/l8/94-^.lpT.^. 

4THHT HOT, T^OT IffOT 


ft'OTft:— 


tfha tflr OTOTf TIOTff fnVH, 1945, 1-5-79 
?TT OTTT OTltflOT TH if OTIW HYt qfTOTT OTOTW 
(ottrot f^mr) if ftraif ufarffer <ftr otttott 

OTOTff, HflfrOTT 3 fk flOTT (<ft, ST. Ht. 1 JH. ) *ft 
TfOTfatT |, OTrfW I I diMVHM TOT ftOTff if 
UTOT % TTHOT HTH 2 OTY ( 3 )(l) if HOTBOT 
flOTfafOTT FfH^OTTraf OTTT OTftftW fOTJ OTJ t:— 


1* 

OT.OT.fr. 

1241 OTftH 6-10-1979 

2< 

OT.OT.fr. 

1242 OTfiTr 6-10-1079 

3* 

OT.OT.fr. 

1243 6-10-79 

4, 

OT.OT.fr. 

1281 OTTte 12-10-89 

5* 

OT.OT.fr. 

430 OTftH 19-4-90 

6- 

OT.OT.fr, 

779 tnftH 26-7-80 

7^ 

OT.OT.fr. 

540(H), OT^TT 22-9-80 

8* 

OT , HT . fr, 

680 5-12-80 

8. 

OT. OT.fr. 

681(H), trrtfsT 5*12-80 

to¬ 

OT, TT, fr. 

682(H) OTrlr 5-12-80 

il. 

OT.OT.fr. 

27(H) mfta 17-1-81 

1 % 

OT.OT.fr. 

478(H) TTTtH 6-8-81 

13- 

OT.OT.fr. 

62(H) OTffj 15-2-82 

14, 

OT.OT.fr. 

462(H) OTThT 22-6-82 

1 5- 

OT.OT.fr. 

510(H) OT^fr 26-7-82 

16. 

OT.OT.fr. 

13(H) OTflrr 26-7-82 

17- 

ot . ot . fr. 

318(H) OTffT 1-5-84 

16. 

OT.OT.fr, 

331 (H) errcfr 8 - 5*84 

18. 

OT.OT.fr. 

460(h) OTfrar 20 6-84 

20 . 

OT.OT.fr. 

487(h) rTTfta 2-7-84 


21. OT.OT.fT. 89 (h) OT^ 16-2-85 
22- OT.OT.fr. 788 (h) cTRfw 10-10-85 
23 . OT.OT.fr. i7(3i) htYot 7-i-ae 

24- OT.OT.fr. 1049 (h) OTfW 29-5-86 

25- OT.OT.fr. 1060 (H) rTfW 5-9-86 
26 . OT.OT.fr. 1115(h) OT*Yh 30-9-86 
27- OT.OT.fr. 71 (h) rPlH 30-1-87 
28 . OT.OT.fr. 570(h) HRYh 12-6-87 
29-OT.OT.fr. 626(H) rpffH 2-7-87 

30. OT.OT.fr. 792 (h) OTTYh 17-9-87 

31. OT.OT.fr. 371 (h) OTtYH 14-3-88 

32. OT.OT.fr. 75(H) TTTta 2-6-88 

33. OT.OT.fr. 675(H) OTtRt 2 - 6-88 

34. HT.OT.fr. 676(H) HTflOT 2-6-88 

35. OT.OT.fr. 677(H) OT^YOT 3-6-88 

36. OT.OT.fr. 681 (H) HT<Yh 2-6-88 

37. OT.OT.fr. 735(H) ElrtfH 24-6-88 

38 . OT.OT.fr. 813(H) tlrffH 27-7-88 

39. OT.OT.fr. 944(h) cflftOT 21-9-88 (sjfilOTr) 

40 . OT.OT.fr. 43 (h) mffrr 20 - 1-89 (Hfinr) 

41. OT.OT.fr. 44 (h) OTTtar 20-1 89 (njfeOTr) 
42 - ot.ot.Pt. ioq(h) nflH 14-2-89 (hEihh) 
43. OT.OT.fr. 443(h) OT#W 12-4-89 (i$f?OTT) 
44-OT.OT.fr. 588(H) OTfYH 2-6-89 (Tffe'W) 

45. OT.OT.fr. 69l(H) rrffTT 1 1-7-89 

46. OT.OT.fr. 784(h) OTTtOT 28-8-89 
47- OT.OT.fr. 16(h) OTffiff 1-10-89 
48. OT.OT.fr. 731(h) TRfa 23-8-90 
49.OT.OT.fr. 865(h) rrdw 25-10-90 
50 .OT.OT.fr. ii(h) rrfNr 7 - 1-91 

51. OT.OT.fr. 223 (h) rrf^r 19-4-91 

52. OT.OT.fr. 246 (h) mffff 1-5-91 

53 . OT.OT.fr. 301 (H) rrCfr 7 - 6-91 

54. OT.OT.fr. 302 (h) OT^W 7-6-91 
55.OT.OT.fr. 491 (h) OTTf? 25-7-91 
5G.OT.OT.fr. 495 (h) HTftOT 25-7-81 

57. OT.OT.fr. 532 (h) OT^ 14-8-91 

58. OT.OT.fr. 626(H) OT^T 14-10-91 
59- OT.OT.fr. 668(H) OT#H 7-11-91 

60. OT.OT.fr. ?3o(h) rrrftar 10 - 12-01 

61. OT.OT.fr. 59 (h) TlT^OT 22 - 1-92 

62. OT.OT.fr. 305 (h) OT^fH 4-3-92(?[feOTr) 

63. OT.OT.fr. 445 (h) OT^T 30-4-92 

64. OT.OT.fr. 597(H) OT$H 17-6-92 
65.OT.OT.fr. 663(H) OTTfH 3-7-92 

66. OT.OT.fr. 723 (h) OTThf 11-8-02 

67. OT.OT.fr. 796(H) OTOh MO-92 

68. OT.OT.fr. 877 (h) OTOH 17-11-92 

69. OT .OT.fr. 909(h) OTTtH 2-12-92 
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70. TTT.TT.1H, 923(*T) TTItHsT 14-12-92 

71. TTT.TT.fH. 27(W) 5TR>J 22-1-93 (sjfo'ter) 

72 . fn.TT.fH. 28 (*t) TTrita 22 - 1-93 

73. fTT.TT.fH. 8ti(fT) fTTTlT 26-2-93 

74. fTT.TT.fH. 296(ST) TTTfftr 24-3-93 

75. fTr.TT.fH. 373(*T) TTTflT 13-4-93 (l^fa^) 

76. TTT.TT.fH. 374(*t) TTNHs 13-4-93 ) 

77. fn.TT.fH. 447(W) STCfT 10-6-93 (^SW?r) 

78. TTT.TT.fH. 658(*T) TTTfte 19-10-93 

79. TTT.TT.fH. 673(w) frtHST 27-10-93 

so. fn.TT.fH. ios(st) rrrfta 22 - 2-94 

81 . fn.TT.fH, 109(sr) mfT^ 22-2-94 

82 . fn.TT.fH. 370(*r) erNtar 7 - 4-94 

83. fn.TT.fH. 486(n) nrdw 17-5-94 

84. fn.TT.fH. 615(sr) fTRte 9-8-94 

85. TIT.TT.tH. 659(ff) TTTfHir 30-8-94 

86. fn.TT.fH, 676 (*T) 6-9-94 

87. fn.TT.fH, 81 l(w) TVTtPr 14-11-94 

88. fTT.TT.fH. 812(fT)fTTtta 14-11-94 

89. fn.TT.fH. 850(^)01^7-12-94 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 24th February, 1995 

G.S.R. 95(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules. 1945, which the Central Government pro¬ 
pose to make, after consultation with Drugs Tech¬ 
nical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940). is hereby pub¬ 
lished as required by the said sections for the 
information of all persons likely to be affected 
thereby and notice is hereby given that the said 
draft rules will be taken into consideration after 
the expiry of a period of forty five days from the 
date on which the copies of the Official Gazette 
in which this notification is published, are made 
available to the public. 

Any objections or suggestions with respect to 
the said draft rules, which may be sent to the 
Secretary, Ministry of Health and Family Welfare, 
Nirman Bhawan. New Delhi, received from any 
person before the expiry of the period so specified 
will be taken into consideration by the Central 
Government. 

DRAFT RULES 

L (1) These rules may be called the Drugs 
and Cosmetics (Amendment) Rules, 1995; 

(2) They shall come into force on the date 
of their final publication in the Official Gazette. 
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2. In the Drugs and Cosmetics Rules, 1945 
(hereinafter referred to as the said rules), in rule 
68A, in sub-rule (3). for the words "alongwith 
the application”, the words “alongwith the appli¬ 
cation and the licence (in triplicate) to be granted 
or renewed, duly completed.” shall be substituteu. 

3. In rule 122-F of the said rules.—(a) in sub¬ 
rule (1), for the Explanation, the following Ex¬ 
planation shall be substituted, namely:— 

‘Explanation.—For the purpose of this rule, 
“Blood Bank” means a centre or organi¬ 
sational unit or an institution, for collec¬ 
tion, storage, processing, distribution of 
Whole Human Blood or Human Blood 
Components or Blood Products from 
selected Human donors.’; 

(b) in sub-rule (5) for the words “alongwith 
the application”, the words “alongwith 
the application and the licence (in tri¬ 
plicate) to be granted or renewed duly 
completed.” shall be substituted, 

4. In Schedule A to the said rules, in Form 

27-C, in Item 1, for the words “Ilwe- 

hereby apply”, the words “IJwe- 

of- hereby apply” shall be sub¬ 
stituted. , 

[No. X-l 1014-118 [ 94-DMS&PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

Note.-—The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publi¬ 
cation of the Ministry of Health & Family Welfare 
(Department of Health) containg the Drugs & 
Cosmetics Act and the Rules (PDGHS-61). Sub¬ 
sequently the said rules have been amended by 
the following notifications published in Part IT. 
Section 3, Sub-section (i) of the Gazette of India, 
namely:— 

1. GSR 1241 dated 6-10-1979. 

2. GSR 1242 dated 6-10-1979. 

3. GSR 1243 dated 6-10-1979. 

4. GSR 1281 dated 12-10-1979. 

5. GSR 430 dated 19-04-1980. 

6. GSR 779 dated 26-7-1980. 

7. GSR 540(E) dated 22-9-1980. 

8. GSR 680(E) dated 5-12-1980. 

9. GSR 631(E) dated 5-12-1980. 

10. GSR 682(E) dated 5-12-1980. 

U. GSR 27(E) dated 17-1-1981. 

12. GSR 478(E) dated 6-8-1981. 

13. GSR 62(E) dated 5-2-1982. 

14. GSR 462(E) dated 22-6-1982. 

15. GSR 510(E) dated 26-7-1982. 

16. GSR 13(E) dated 7-1-1983. 

17. GSR 318(E) dated 1-5-1984. 

18. GSR 331(E) dated 8-5-1984. 

19. GSR 460(E) dated 20-6-1984. 



THE GAZETTE OF INDIA: EXTRAORDINARY 


20. GSR 487(E) dated 2-7-1984. 

21. GSR 89(E) dat&d 16-2-1985. 

22. GSR 788(E) dated 10-10-1985. 

23. GSR 17(E) dated 7-1-1986. 

24. GSR 1049(E) dated 29-8-1986. 

25. GSR 1060(E) dated 5-9-1986. 

26. GSR J 115(E) dated 30-9-1986. 

27. GSR 71(E) dated 30-1-1987. 

28. GSR 570(E) dated 12-6-1987. 

29. GSR 626(E) dated 2-7-1987. 

30. GSR 792(E) dated 17-9-1987. 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988. 

33. GSR 675(E) dated 2-6-1988. 

34. GSR 676(E) dated 2-6-1988. 

35. GSR 677(E) dated 2-6-1988. 

36. GSR 680(E) dated 6-6-1988. 

37. GSR 735(E) dated 24-6-1988. 

38. GSR 813(E) dated 27-7-1988. 

39. GSR 944(E) dated 21-9-1988 Corri¬ 
gendum. 

40. GSR 43(E) dated 204-1989 Corri¬ 
gendum. \ 

41. GSR 44(E) dated 20-1-1989 Corri¬ 
gendum. ) 

42. GSR 100(E) dated 14-2-1989 Com- 
gendum, 

43. GSR 443(E) dated 12-4-1989. 

44. GSR 588(E) dated 2-6-1989 Corri¬ 
gendum. ) 

45. GSR 691(E) dated 11-7-1989. 

46. GSR 784(E) dated 28-8-1989. 

47. GSR 16(E) dated 10-1-1990. 

48. GSR 731(E) dated 23-8-1990. 

49. GSR 865(E) dated 25-10-1990. 

50. GSR 11(E) dated 7-1-1990. 

51. GSR 223(E) dated 19-4-1991. 

52. GSR 246(E) dated 1-5-1991. 

53. GSR 301(E) dated 7-6-1991. 

54. GSR 302(E) dated 7-6-1991. 
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55. GSR 491(E) dated 25-7-1991. 

56. GSR 495(E) dated 25-7-1991. 

57. GSR 532(E) dated 14-8-1991. 

58. GSR 626(E) dated 14-10-1991. 

59. GSR 668(E) dated 7-11-1991. 

60. GSR 730(E) dated 10-12-1991. 

61. GSR 59(E) dated 22-1-1992. 

62. GSR 305(E) dated 4-3-1992 Corri¬ 
gendum. i 

63. GSR 445(E) dated 30-4-1992. 

64. GSR 597(E) dated 17-6-1992. 

65. GSR 663(E) dated 3-7-1992. 

66. GSR 723(E) dated 11-8-1992. 

67. GSR 796(E) dated 1-10-1992. 

68. GSR 877(E) dated 17-11-1992. 

69. GSR 904(E) dated 2-12-1992. 

70. GSR 923(E) dated 14-12-1992. 

71. GSR 27(E) dated 22-1-1993 Corri¬ 
gendum. 

72. GSR 28(E) dated 22-l-19y3. 

73. GSR 86(E) dated 26-2-1993. 

74. GSR 296(E) dated 24-3-1993. 

75. GSR 373(E) dated 13-4-1993 Corri¬ 

gendum. 

76. GSR 374(E) dated 13-4-1993 Corri¬ 
gendum. 

77. GSR 447(E) dated 10-6-1993 Corri¬ 
gendum,. . 

78. GSR 658(E) dated 19-10-1993. 

79. GSR 673(E) dated 27-10-1993. 

80. GSR 108(E) dated 22-2-1994. 

81. GSR 109(E) dated 22-2-1994. 

82. GSR 370(E) dated 7-4-1994. 

83. GSR 466(E) dated 17-5-1994. 

84. GSR 615(E) dated 9-8-1994. 

85. GSR 659(E) dated 31-8-1994. 

86. GSR 676(E) dated 6-9-1994. 

87. GSR 811(E) dated 14-11-1994. 

88. GSR 812(E) dated 14-11-1994. 

89. GSR 850(E) dated 7-12-1994. 
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